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Claim Rejections - 35 USC §102 

1 . The following is a quotation of the appropriate paragraphs of 3 5 U. S C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 3 5 1 (a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

2. Claims 1-4, 6, 8, 9, 39-42, 44-50, 52-58, 60, 64, 65, and 75 are rejected under 35 
ILS.C. 102(b) as being anticipated by Nablo (U.S. Patent No. 3,780,308). 

Nablo teaches an apparatus for producing a sterilized, prefilled plastic container wherein 
the apparatus includes an e-beam sterilizing station 4, a sterile environment with a sterile 
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ambient atmosphere comprising an opening 
at B for receiving a sterilized container, a 
transport mechanism 8, a source of a sterile 
f .f fluid substance and a filler at 3\ The 
electron beam radiation generates ozone, 
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which creates a sterile ambient atmosphere. See col.2, lines 60-61; col. 5, lines 60-68. Dose 



levels of 1.5 Mrads (15 kGy) at current densities of 100 keV are employed by the sterilizer. See 
col.5, lines 7-8 and 45-46. In use, a container 7 is sterilized and immediately transferred through 
the sterile environment to filling station where the container is filled with a "medical solution" 
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and then sealed at 11. For purposes of this rejection, a "medical solution" is considered to be any 
material having a medicinal purpose, such as food or water. 

3. Claims 1-3, 39-41, 44-49, 52, 54-57, 60, 64, 65, and 75 are rejected under 35 
U.S.C. 102(b) as being anticipated by Rausing (U.S. Patent No. 4,014,158). 

Rausing teaches an apparatus for filling and sealing plastic containers under aseptic 
conditions wherein the apparatus includes a sterilizing station 5, a sterile environment with a 

sterile ambient atmosphere 
comprising an opening at 11 
for receiving a sterilized 
container, a transport 
mechanism 2, a source of a 
sterile fluid substance and a 
filler at 12. The interior of the chamber is maintained in a sterile condition. See col.2, lines 57- 
65; col.3, line 68 to col.4, line 1 1 . The sterilizer may be an electron beam radiation device, 
operating between 1 and 10 million eV (col.4, lines 12-16). In use, a container 1 is sterilized 
and immediately transferred through the sterile environment to filling station where the container 
is filled with a "medical solution" and then sealed at 13. For purposes of this rejection, a 
"medical solution" is considered to be any material having a medicinal purpose, such as food or 
water. 




Application/Control Number: 09/802,3 1 5 Page 4 

Art Unit: 1744 

4. Claims 10, 19, 20, 39, 44-47, 52, 54-56, 60, 64, and 75 are rejected under 35 
U.S.C. 102(e) as being anticipated by Lemke et al (U.S. Patent No. 6,334,472). 

Lemke et al teaches an apparatus for continuous in-line production of sterilized, prefilled 
containers wherein the apparatus includes a sterilizing station 26, a sterile isolator comprising an 

opening 15 for continuously receiving a 




plurality of containers, a sterile ambient 
atmosphere adjacent the opening 15 
(col.2, lines 3-9), a transport mechanism 
25, a source of sterile substance 
(vaccines, medicines, foods) and a filler 
27. As to the intended use of the device 



(e.g. "for sterilizing a syringe body", "for receiving a sterilized syringe body", etc.), it has been 
held that a recitation with respect to the manner in which a claimed apparatus is intended to be 
employed does not differentiate the claimed apparatus from a prior art apparatus satisfying the 
claimed structural limitations. Ex parte Masham, 2 USPQ2d 1647 (1987). In use, a container is 
provided to the apparatus where it is sterilized and immediately transferred through a sterile 
atmosphere to the filling station where it is filled with a vaccine, medicine, food, etc., and then 
sealed. 

5. Claim 95 is rejected under 35 U.S.C. 102(b) as being anticipated by Heffernan et al (U.S. 
Patent No. 5,620,425). 

Heffernan et al teaches a method of providing a plurality of syringe bodies, arranging the 
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bodies within a transfer tray (polypropylene carrier holder), sterilizing the syringe bodies and 
tray under Class 100 conditions, and filling the bodies while under Class 100 conditions. See 
Example 1: col.5, line 52 to col.7, line 14. 

Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

8. Claims 66 and 67 are rejected under 35 U.S.C. 103(a) as being unpatentable over any of 
Nablo or Rausing as applied to claim 55 above, and further in view of Heffernan et al. 

Both Nablo and Rausing teach the sterilizing of plastic containers (see Nablo, col. 1, line 
10; see Rausing, coll, lines 52-57). However, neither disclose a step of weighing and inspecting 
the plastic container or forming the container by injection molding. Heffernan et al teaches a 
method of making prefilled containers wherein it is disclosed to injection mold the containers 
from polymeric materials (col.4, lines 41-53), followed by inspection (col.6, lines 3-1 1) and 
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sterilization. As it is known in the art of container molding and sterilization to using injection 
molding when forming polymeric containers and to inspect formed articles for size/shape 
conformity and cleanliness, it would have been obvious in the methods of either Nablo or 
Rausing. 

9. Claim 68 is rejected under 35 U.S.C. 103(a) as being unpatentable over Nablo or 
Rausing, as applied to claim 65 above, and further in view of Porfano et al (U.S. Patent No. 
6, 164,044). 

Both Nablo and Rausing, while teaching forming a container from a polymeric material, 
fail to teach or suggest forming the container from a cyclic olefin copolymer. Porfano et al 
discloses that it was known in the art at the time of the invention to form containers intended for 
sterilizing and filling, of a cyclic olefin copolymer. See col.6, lines 44-47. As Porfano et al 
teaches that cyclic olefin copolymers do not require a clarifying agent, they would have been an 
economical choice for the containers of Nablo or Rausing. 

10. Claims 5, 7, 43, 51, 59, and 97-104 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nablo. 

With respect to claims 5, 7, 43, 51, 59, and 100, Nablo teaches employing a radiation 
dose of 15 kGy. However, Nablo also employs high dose rates, such as 10 14 rad/sec (10 9 
kGy/sec). See col.5, lines 16-19. It is deemed obvious to optimize and even increase the 
radiation dose based upon the expected level of contamination, as such is easily obtained by 
routine experimentation. 

As to claims 97-104, Nablo teaches a method wherein a plastic container 7 is sterilized 
with 15 kGy of e-beam radiation and immediately transferred through a sterile environment to a 
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filling station where the container is filled and then sealed at 11. Although Nablo does not 
disclose providing a source of parenteral solution, it is deemed obvious to employ the method of 
Nablo to sterilize any liquid required to be aseptically packaged, as Nablo maintains a sterile 
environment. As to the pH of the solution, the method of Nablo would intrinsically produce the 
recited pH when sterilizing a parenteral solution. 

11. Claims 4-7, 42, 50, 58, 59, 99, and 100 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rausing in view of Nablo. 

While Rausing teaches the use of electron beam radiation to sterilize the containers 1, a 
suitable dose is not disclosed. Nablo, however, discloses a similar method and apparatus 
wherein an e-beam dose of 15 kGy is delivered (col. 5, line 45) for container sterilization but 
even higher dose rates are envisioned as well. As Nablo evidences that the claimed doses are 
effective in plastic container sterilization, it would have been obvious to use the doses of Nablo 
in the method and apparatus of Rausing. 

12. Claims 10-20 and 22-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nablo in view of Lemke et al. 

Nablo teaches an apparatus for continuously producing a sterilized, prefilled plastic 
container wherein the apparatus includes an e-beam sterilizing station 4, a transport mechanism 
8, a source of a sterile fluid substance and a filler at 3'. The electron beam radiation generates 
ozone, which creates a sterile ambient atmosphere. See coL2, lines 60-61; col.5, lines 60-68. 
Dose levels of 1.5 Mrads (15 kGy) at current densities of 100 keV are employed by the sterilizer. 
See col.5, lines 7-8 and 45-46. In use, a container 7 is sterilized and immediately transferred 
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through the sterile environment to filling station where the container is filled with a "medical 
solution" and then sealed at 11. The apparatus lacks a sterile isolator. 

Lemke et al discloses a similar apparatus wherein a sterile isolator receives containers 
through opening 15. It would have been obvious to provide a sterile isolator in the apparatus of 
Nablo, as Lemke teaches that the incoming air for the isolator enclosure can be separately 
controlled and filtered. 

Nablo teaches employing a radiation dose of 15 kGy. However, Nablo also employs high 
dose rates, such as 10 14 rad/sec (10 9 kGy/sec). See col.5, lines 16-19. It is deemed obvious to 
optimize and even increase the radiation dose based upon the expected level of contamination, as 
such is easily obtained by routine experimentation. 

As to the intended use of the device (e.g. "for sterilizing a syringe body", "for receiving a 
sterilized syringe body", etc.), it has been held that a recitation with respect to the manner in 
which a claimed apparatus is intended to be employed does not differentiate the claimed 
apparatus from a prior art apparatus satisfying the claimed structural limitations. Ex parte 
Masham, 2 USPQ2d 1647 (1987). 

13. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Nablo and Lemke 
et al as applied to claim 20 above, and further in view of Porfano et al. 

The combination of Nablo with Lemke et al is silent with respect to a transfer holder for 
the containers. Porfano et al, however, teaches that it was known in the art to employ a transfer 
holder 94 that is sterilized with the containers. As such would have been an obvious means of 
protecting and enclosing for transport the sterile, filled containers, it would have been obvious to 
modify the apparatus of Nablo to include a transfer holder. 
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14. Claims 10, 1 1, 12, 19, 20, 22, and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rausing in view of Lemke. 

Rausing teaches an apparatus for filling and sealing plastic containers under aseptic 
conditions wherein the apparatus includes a sterilizing station 5, a transport mechanism 2, a 
source of a sterile fluid substance and a filler at 12. The interior of the chamber is maintained in 
a sterile condition. See col.2, lines 57-65; col.3, line 68 to col.4, line 1 1 . The sterilizer may be 
an electron beam radiation device, operating between 1 and 10 million eV (col.4, lines 12-16). 
In use, a container 1 is sterilized and immediately transferred through the sterile environment to 
filling station where the container is filled with a "medical solution" and then sealed at 13. The 
apparatus lacks a sterile isolator. 

Lemke et al discloses a similar apparatus wherein a sterile isolator receives containers 
through opening 15. It would have been obvious to provide a sterile isolator in the apparatus of 
Rausing, as Lemke teaches that the incoming air for the isolator enclosure can be separately 
controlled and filtered. 

As to the intended use of the device (e.g. "for sterilizing a syringe body", "for receiving a 
sterilized syringe body", etc.), it has been held that a recitation with respect to the manner in 
which a claimed apparatus is intended to be employed does not differentiate the claimed 
apparatus from a prior art apparatus satisfying the claimed structural limitations. Ex parte 
Masham, 2 USPQ2d 1647 (1987). 
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15. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rausing and 
Lemke et al as applied to claim 20 above, and further in view of Porfano et al. 

The combination of Rausing with Lemke et al is silent with respect to a transfer holder 
for the containers. Porfano et al, however, teaches that it was known in the art to employ a 
transfer holder 94 that is sterilized with the containers. As such would have been an obvious 
means of protecting and enclosing for transport the sterile, filled containers, it would have been 
obvious to modify the apparatus of Nablo to include a transfer holder. 

16. Claims 24-27 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rausing 
and Lemke et al as applied to claim 20 above, and further in view of Nablo. 

While Rausing teaches the use of electron beam radiation to sterilize the containers 1, a 
suitable dose is not disclosed. Nablo, however, discloses a similar method and apparatus 
wherein an e-beam dose of 15 kGy is delivered (col. 5, line 45) for container sterilization but 
even higher dose rates are envisioned as well. As Nablo evidences that the claimed doses are 
effective in plastic container sterilization, it would have been obvious to use the doses of Nablo 
in the method and apparatus of Rausing with Lemke et al. 

17. Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lemke et al in 
view of Porfano et al. 

Lemke et al teaches an apparatus for continuous in-line production of sterilized, prefilled 
containers wherein the apparatus includes a sterilizing station 26, a sterile isolator comprising an 
opening 15 for continuously receiving a plurality of containers, a sterile ambient atmosphere 
adjacent the opening 15 (col.2 ? lines 3-9), a transport mechanism 25, a source of sterile substance 
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(vaccines, medicines, foods) and a filler 27. Lemke et al fails to disclose a means for 
transporting a container from a container forming process to the sterilizing station. 

Porfano et al discloses that it was known in the art to combine a container forming 
process with a sterilization process. See Figure 1 1 . As combining the two processes in a single 
system is more economical, it would have been obvious to connect the sterilization apparatus of 
Lemke et al with a container forming apparatus. 

18. Claims 31-38 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lemke et al 
and Porfano et al as applied to claim 30 above, and further in view of Nablo. 

The combination of Lemke et al with Porfano et al fails to teach or suggest using electron 
beam irradiation for sterilization of the containers. Nablo discloses a similar apparatus for 
container sterilization wherein the containers are sterilized with e-beam radiation at dose levels 
of 1.5 Mrads (15 kGy) and current densities of 100 keV. See col.5, lines 7-8 and 45-46. As 
Nablo teaches that e-beam radiation achieves excellent sterilization results of the container while 
producing a sterile atmosphere for the entire apparatus, it would have been an obvious choice for 
the sterilization station of Lemke et al. 

As set forth above, Nablo teaches employing a radiation dose of 15 kGy. However, 
Nablo also employs high dose rates, such as 10 14 rad/sec (10 9 kGy/sec). See col.5, lines 16-19. 
It is deemed obvious to optimize and even increase the radiation dose based upon the expected 
level of contamination, as such is easily obtained by routine experimentation. 
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19. Claims 3 1 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lemke 
et al and Porfano et al as applied to claim 30 above, and further in view of Rausing. 

The combination of Lemke et al with Porfano et al fails to teach or suggest using electron 
beam irradiation for sterilization of the containers. Rausing discloses a similar apparatus 
wherein containers are sterilized by an electron beam radiation device, operating between 1 and 
10 million eV (col.4, lines 12-16). As Rausing teaches that the electron beam radiation 
maintains a sterile atmosphere within the enclosure, it would have been an obvious choice for the 
sterilization station of Lemke et al. 

20. Claims 76-87, 90, 91, 93, 94, and 96 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over either of Nablo or Rausing, both in view of Heffernan et al 

As set forth in paragraphs above, Nablo and Rausing both teach a method 
of sterilizing a polymeric (plastic) container, transferring the container through a sterile 
environment to a filler wherein the sterilized container is filled with a sterile fluid within an 
aseptic environment, and sealing the filled container within an aseptic environment. Neither of 
Nablo, or Rausing disclose forming and transferring formed containers to the sterilizing station. 

Heffernan et al teaches that it was known in the art to form syringes using injection 
molding, to arrange them within a carrier holder, and to transfer them to a sterilizing station, all 
while maintaining the syringes under Class 100 (aseptic) conditions. See Example 1. 

It would have been obvious to one of ordinary skill in the art to use the methods and 
apparatus of Nablo or Rausing, to sterilizing preformed syringes, as all operate under aseptic 
conditions, as required by Heffernan et al. Moreover, all would be capable of sterilizing syringes 
with only minor modifications to the apparatus. 
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21. Claims 88 and 89 are rejected under 35 U.S.C. 103(a) as being unpatentable over Nablo, 
Rausing, and Heffernan et al as applied to claim 87 above, and further in view of Porfano et al 
(U.S. Patent No. 6,164,044). 

As to claim 88, both Nablo and Rausing, while teaching forming a container from a 
polymeric material, fail to teach or suggest forming the container from a cyclic olefin copolymer. 
Porfano et al discloses that it was known in the art at the time of the invention to form containers 
intended for sterilizing and filling, of a cyclic olefin copolymer. See col.6, lines 44-47. As 
Porfano et al teaches that cyclic olefin copolymers do not require a clarifying agent, they would 
have been an economical choice for the containers of Nablo or Rausing. 

With respect to claim 89, both Nablo and Rausing teach the sterilizing of plastic, 
containers (see Nablo, col.l, line 10; see Rausing, col.l, lines 52-57). However, neither disclose 
a step of weighing and inspecting the plastic container or forming the container by injection 
molding. Heffernan et al teaches a method of making prefilled containers wherein it is disclosed 
to injection mold the containers from polymeric materials (col.4, lines 41-53), followed by 
inspection (col.6, lines 3-1 1) and sterilization. As it is known in the art of container molding and 
sterilization to using injection molding when forming polymeric containers and to inspect formed 
articles for size/shape conformity and cleanliness, it would have been obvious in the methods of 
either Nablo or Rausing. 
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Conclusion 



22. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leigh McKane whose telephone number is 571-272-1275. The 
examiner can normally be reached on Monday-Wednesday (7: 15 am-4:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert J. Warden can be reached on 571-272-1275. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Leigh! McKane 
Primary Examiner 
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